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色谱柱：Thermo ODS Hypersil（100 mm×2.1 mm，5 μm）；
流动相（梯度洗脱）：1％醋酸铵溶液-10％氢氧化四丁基铵溶
液-甲醇（1 000 ∶6.4 ∶4.4）为流动相A，乙腈-辛胺（99.9 ∶0.1）为流
HPLC法测定氯诺昔康片中有关物质的含量
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摘 要 目的：建立测定氯诺昔康片有关物质含量的方法。方法：采用高效液相色谱法。色谱柱为Thermo Hypersil ODS，流动相
A 为 1％醋酸铵溶液-10％氢氧化四丁基铵溶液-甲醇（1 000 ∶ 6.4 ∶ 4.4），流动相 B 为乙腈-辛胺（99.9 ∶ 0.1），梯度洗脱，流速为 0.5
ml/min，可变波长检测器，检测波长为 280 nm，柱温为 35 ℃。测定 3批样品中 4种已知杂质 2-氨基吡啶、HN-40244、HN-10004、
HN-10002及其他单个杂质和总杂质含量。结果：4种已知杂质以及其他单个杂质均能与氯诺昔康完全分离，4种已知杂质在各自
的检测质量浓度范围内线性关系良好（r≥0.999 8），检测限分别为 0.64、0.28、0.29、0.24 ng，定量限分别为 1.30、0.93、0.95、0.40
ng。结论：建立的方法结果准确，可全面检测氯诺昔康片中有关物质的含量。
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ABSTRACT OBJECTIVE：To establish a method for the content determination of the related substances in Lornoxicam tablets.
METHODS：HPLC method was adopted. The determination was performed on Thermo Hypersil ODS column with 1％ ammonium
acetate solution-10％ tetrabutyla mmonium hydroxide solution-methanol（1 000 ∶ 6.4 ∶ 4.4）as the mobile phase A and acetonitrile-oc-
tylamine（99.9 ∶ 0.1）as mobile phase B（gradient elution）. The flow rate was 0.5 ml/min and the column temperature was 35 ℃ .
The detection wavelength of VWD detector was set at 280 nm. The contents of 4 kinds of known impurity（2-amino pyridine，HN-
40244，HN-10004 and HN-10002），other single impurity and total impurity were all determined in 3 batches of samples. RESULTS：
4 kinds of known impurities and other single impurity were all separated from lornoxicam completely. There was a good linear rela-
tionship between calibration curve and the concentration of 4 kinds of known impurities（r≥0.999 8）. The limits of detection were
0.64，0.28，0.29 and 0.24 ng，respectively. The limits of quantification were 1.30 ng，0.93 ng，0.95 ng and 0.40 ng，respectively.
CONCLUSIONS：The method is accurate and suitable for the content determination of the related substances in Lornoxicam tablets.
KEY WORDS Lornoxicam tablets；HPLC；Related substances
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动相B，流速：0.5 ml/min；检测波长：280 nm；柱温：35 ℃。梯
度洗脱程序见表1。
表1 梯度洗脱程序































溶液 0.8 ml至 100 ml量瓶中，加混合溶剂稀释至刻度，摇匀，
即得。
2.2.4 供试品溶液的制备。精密称取样品细粉适量（约含氯
诺昔康 40 mg），置于 25 ml量瓶中，加入 20 ml混合溶剂，在振
























0.5 mol/L的盐酸溶液10 ml，水浴加热30 min，放冷，用1 mol/L
氢氧化钠溶液中和，离心，取上清液；（2）碱破坏：加 0.5 mol/L
表2 各检测物的线性关系试验及检测限、定量限结果
Tab 2 The linear range，detection limit and quantitation






























































液 ；a. 2-氨基吡啶；b. HN-10002；c. HN-40244；d. HN-10004；e. TX；
f. 氯诺昔康；g.其他单个杂质
Fig 1 HPLC chromatograms of system suitability test
A. mixed control solution；B. sample solution；C. sensitivity solution；
D. blank excipients solution；a. 2-amino pyridine；b. HN-10002；c. HN-



















































































mol/L的KH2PO4溶液-乙腈-甲醇（60 ∶ 23 ∶ 7）和 0.05 mol/L的乙
酸钠溶液（pH 6.0）-甲醇（45 ∶ 55）。结果HN-10004与TX的分
表3 样品中有关物质测定结果（％）
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图2 专属性试验高效液相色谱图
A.酸破坏样品；B.碱破坏样品；C.氧化破坏样品；D.加热破坏样品；E.光
照破坏样品；b. HN-10002；c. HN-40244；d. HN-10004；e. TX；f. 氯诺
昔康；g、h.其他单个杂质
Fig 2 HPLC chromatograms of specificity test
A. samples destroyed by acid；B. samples destroyed by alkali；C. sam-
ples destroyed by oxidation；D. samples destroyed by high temperature；
E. samples destroyed by light radiation；b. HN-10002；c. HN-40244；d.


























































































































Content Determination of Ropivacaine Mesylate Injection by UV Spectrophotometry
LEI Xiao-xue，TAO Yuan-jing，CHEN Wen-zhi，WANG Li-nan（Yangtze River Pharmaceutical Group Nanjing
Hailing Pharmaceutical Co.，Ltd.，Nanjing 210049，China）
ABSTRACT OBJECTIVE：To establish a rapid method for the content determination of intermediate product of Ropivacaine me-
sylate injection. METHODS：UV spectrophotometry was adopted. 0.9％ sodium chloride solution was taken as solvent and the de-
tection wavelength was set at 262 nm. Result of the method was compared with that of HPLC method. RESULTS：The linear range
of ropivacaine mesylate were 37-740 μg/ml（r＝0.999 8）with an average recovery of 99.80％（RSD＝0.4％，n＝9）. Results of
content determination by 2 kinds of methods were the same to each other. CONCLUSIONS：Established method is simple，accurate
and rapid，and it can be used for quality control of intermediate product of Ropivacaine mesylate injection.
KEY WORDS UV spectrophotometry；Ropivacaine mesylate injection；Content determination
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